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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 15 August 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1-5,7-19 and 21-24 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 1-5,7-19 and 21-24 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 


Attach ment(s) 

1) ^| Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) □ Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date . 6) □ Other: . 


PTOL-T26 d (Rev e 7-05) fflCe 


Office Action Summary 


Part of Paper No./Mail Date 1 1202008 


Application/Control Number: 10/762,715 
Art Unit: 3767 


Page 2 


DETAILED ACTION 

This office action is in response to applicant's communication of 8/15/2008. 
Currently claims 1-5, 7-19, and 21-24 are pending and stand rejected below. This 
office action has been reopened to make new rejections. The finality of the last action is 
withdrawn. 

Specification 

The amendment filed 7/6/2006 is objected to under 35 U.S.C. 132(a) because it 
introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no amendment 
shall introduce new matter into the disclosure of the invention. The added material 
which is not supported by the original disclosure is as follows: the added claim limitation 
of the catheter "to permit fluid to flow into the catheter without impinging on the valve". 

Applicant is required to cancel the new matter in the reply to this Office Action. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 1 is rejected under 35 U.S.C. 11 2, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in 
the relevant art that the inventor(s), at the time the application was filed, had possession 
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of the claimed invention. The "open a valve of the catheter to permit fluid to flow into 
the catheter without impinging on the valve" is not specifically described in the 
specification in a manner is which to say what is meant, what is limited by the language, 
and how the device goes about this function. Examiner is unsure how this claim 
limitations relates to the applicant's invention or how the language in the claim limits or 
distinguishes it from the prior art. Appropriate correction is required. 


Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-5, 7-8, 11-13, 18-19, 21, and 23 are rejected under 35 U.S.C. 102(b) as 
anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Dryden 
(U.S. Patent 5,125,893). 

Dryden discloses a catheter system with a connector for injecting fluid to a catheter (as 
in figure 1 ) comprising an attachment portion (near 27) to fluidly couple to a source of 
pressurized fluid (12 for example), an elongate tubular hypotube bypass element 
(element 31/28) adapted to open a valve (such as 23) of the catheter (such as system 
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1 1/17/22) to permit fluid to flow into the catheter without impinging on the valve (as 
described in columns 2-3, wherein the tubular bypass element has a diameter to fit in a 
flow opening of the valve) and an over pressure control element (35 or 36) which would 
be fully capable of being adapted to maintain a pressure of fluid within the connecter 
below a predetermined threshold (as described in column 2 lines 45-56) and be a 
pressure relief valve. It is examiners position that an overpressure control element or 
"pressure relief valve" (as identified in applicant's claim 7) adapted to maintain a 
pressure of fluid within the connector below a predetermined threshold level is inherent 
in the Dryden reference (valve 35 i.e. and its function) but in the alternative it would 
have been an obvious modification thereof and well known to a person having ordinary 
skill in the art to construct the valve (35) to be an "over pressure control element" to 
allow a safe pressure level of fluid to reach a patient, and be a pressure relief valve. 
Such valves are well known in the art. For some information on possible over pressure 
valve types and teachings as to the benefits see Binard et al. (U.S. Patent 4,124,525 
and paragraphs at columns 1-2 and column 4 lines 53-65 for examples). These types 
of pressure relief valves have controlled failure elements designed to fail when a fluid 
pressure level reached a threshold. It is examiners position that the bypass element is 
fully capable of being adapted to open a pressure actuated safety vavle of a venous 
catheter, and that the attachment portion is fully capable of being adapted to connect to 
a contrast media power injection system. It has been held that the recitation that an 
element is "adapted to" to perform a function is not a positive limitation but only requires 
the ability to so perform. It does not constitute a limitation in any patentable sense. In 
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re Hutchinson, 69 USPQ 138. The elements disclosed in Dryden are fully capable of 
satisfying all structural, functional, spatial, and operational limitations in the amended 
claims, as currently written, and the rejection is made and proper. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 9-10, 22, and 24 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Dryden in view of Campbell et al. (U.S. Patent Number 6,375,637). 

Dryden discloses the claimed invention except for the overpressure control 
element being an extension tube and having a external collection jacket disposed 
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around. Campbell teaches that it is known to use an overpressure control element 
being an extension tube and having a external collection jacket (Campbell 31) disposed 
around as set forth in paragraphs at columns 1-3 to provide a controlling means to 
prevent catastrophic failure of the device by controlling the pressure inside the catheter. 
It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the system as taught by Dryden with an overpressure 
control element being an extension tube and having a external collection jacket 
disposed around as taught by Campbell, since such a modification would provide the 
system with the overpressure control element extension tube and an external collection 
jacket for providing a controlling means to prevent catastrophic failure of the device by 
controlling the pressure inside the catheter. 

Claims 14 -17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Dryden. 

Dryden discloses the claimed invention except for the threshold level being 
approximately 300, 100, 80, or 40 p.s.L It would have been obvious to one having 
ordinary skill in the art at the time the invention was made for the threshold level to be 
approximately 300, 100, 80, or 40 p.s.L, since it has been held that where the general 
conditions of a claim are disclosed in the prior art, discovering the optimum or workable 
ranges involves only routine skill in the art. In re Aller, 105 USPQ 233 (CCPA 1955), 
and since it has been held that discovering an optimum value of a result effective 
variable involves only routine skill in the art. In re Boesch, 617 F. 2d 272, 205 USPQ 
215 (CCPA 1980). 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Phillip Gray whose telephone number is (571 )272-71 80. 
The examiner can normally be reached on Monday through Friday, 8:30 a.m. to 4:30 
p.m. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571) 272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Phillip Gray/ 
Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 


